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Dear Colleagues:

I’ve read with interest your notice of intent to allow higher intensities of light
in medical devices operating in the near infrared region. | can heartily
support your intent on a number of standpoints.

Item 1. 1.Many dcvices arc not intended for irradiating the eye.

2. The main energy deposition is in the skin and the intensities employed are
well below ANSI standards for skin irradiation, as | understand it, 1

milliwatt/cm? in this region.

3. There is a great and pressing need to usc laser diode in a variety of
instruments for which there may be important and economical and safe
applications for measuring tissue properties of the breast, the brain, etc.

4. With respect to duration, a hundred seconds is more than adequate, exposure
times could belimited to 30 seconds since many clinical studies require that
data output be available within such a time intcrval.

Item 4. | do recommend that a distinction between pulsed and rapidly oscillated
light intensities be made.

ltem 7. | agree that the 7 mm aperture would much more properly be 3 mm.
Items 12 and 13 make good sense.

Restriction of remarks. This respondent dots not consider himself to be expert
in classes above 1.
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Finally, the respondent takes note that medical devices are not specifically
treated in this notice of intent and feels they are worthy of special
consideration. For example in finger, brain and breast oximetry, the device
can be attached to the particular organ prior to turning on the laser power
and thus higher intensities might be appropriate.

You can certainly say in your letter please call upon me if you wish
clarification or more details of my experience with research studies of medical
devices under appropriate IRB approval.

Very sincerely yours,
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Eldridge Reeves Johnson
University Professor Emeritus
of Biochemistry and Biophysics
and Physical Biochemistry and
Radiologic Physics
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